This repor, is required by law (T USC 2143). Failure lo report according to Ihe regulations can 
result in an order to cease and desisi and to be subject lo penal lies as provided for hi Section 211 

See attached form lor 
addiliorrsi Information. 

Interageney Report Ccxilml No.; / 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTfON SERVICE 

1. CBDlFICATE NUMBER: 34.R^027 

CUSTOMER NUMBER: ‘j 07 

\ 

FORM APPROVED 

0MB NO. 05790038 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

Emergent Biodefense Operations Lansing Inc 

Emergent Biodefense 

3500 N. Martin Luther King Bivd 

Lansing, Ml 48909 


Telephone: (517) -327-7232 


1 3. REPORTING FACILITY ( List all locallons where animals were housed or used hi actual resaarch, taaUng, or erqierlmenlallDn, or held for Ihesa purposes. Attach additional shaals If neeaaaery ) | 


FACILITY LOCATIONS (Sn6S) - SaaAMed UslInB 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILfTY f Attach additional sheets If necessarv or use APHIS Form 7023A ) | 

A 

Animals Covered 

By The Animal 
Walfars Rsgulatlons 

B. Number of animal 
being bred, 
condlUonsd, or 
held lor use In 
leaching, tasting, 
expertmenls, 
research, or 
surgery but not ye 
usodtosuch 
purposas. 

C, Number of 
antrrxils upon 
which leadilng, 
research, 
expertmenls, or 
tests were 
conducted 
InvoMno no pain, 
dstress, or use a 
pain-rallevlng 
drugs. 

D. Number of antmals upon 
vhilch experiments, 
leeching, research, 
surgery, or tests were 
conducted InvoMrqi 
Bcconpanyfng psin or 
distress to Ihs animals sn 
for vMch apprapiista 
anssthsllc, analgesic, or 
hanqullzlng drugs wars 
used. 

E. Number of aNmals upon which leaching, eiqjertmsnis, 
research, surgery or tests were conducled involving 
accompanying pain or dslrpsa to Ihe animals and for wh 
Iha use of sppropitata anesthslic, enalgetic, or Iranquiltt 
drugs woufd have adversely affecled Ihe procaduies, res 
or Inlerixetallon of the tesehlng, resssrch, axparimanls, 
sugeiy. or lasts. ( An explanation of Ihe procedures 
producing pain or dlslress In Ihsse animals and the reasc 
such drugs ware nh used mrsi be attached lo this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

{ COLUMNS 
C+D+E) 

4. Dogs 






S. Cats 






8. Guinea Pigs 

3000 

4254 

77 

6325 

10656 

7. Hamsters 






3. Rabbits 

1 





i. Nan4tuman Primates 

i 





0. Sheep 






1. Pigs 






2. Other Faun Animals 












3. Other Animals 
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ASSURANCE STATEMENTS | 


1) PnifesslonBlIy acceptable standards Bovsmlng the care, tisalnienl, and use of animals, including appiDprfale use of anesleUc, analgesic, and banqullizlng drugs, pdor lo. during, and followInB actual rase 
teaching, tesling, surgery, or expetlmenlalion nvere followed by this lesearch Ndllty. 


2) Each principal Investigator has considered altemalivas lo painlUl proceduras. 


3) This faclllly Is adhering to Ihe standards and regulations under the Act, end It has required that exceptions lo Ihe standards and regulations be spaetfied and explained by Ihe prindpal Invesllgalor and ap 
Instimiionsl Animal Care and Use ComnSItae (lACUC). A summary of all such excsptlons Is attached to this annual rapoil In eddllion lo IdenllfyInB the lACUCepproved exceplions, this summary Inr 
bdef explanation of Iha exceptions, as well as Ihe spades and'number of animals affected. 

4) The allending vetertnarian for this resaarch facility has appropdata authortly lo ensure the provlslan of adequate veterinary care and lo oversea the adaquacy of other aspects of animal care and use. 


f^PRIlFICATION BY HEADQUAFfTERS RESEARCH FACILITY OFRCIAL 
Chief Executive Officer or Legally Responsible Institullonal Official ) 


3IC 


(b)(6), (6)(7)(C) 


NAME A TITLE OF C£.0. OR INST ITUTIONAL OFFICIAL (rypeorPliJl) 

■(b)(6), (6)(7)(C) 


□AT^IGNED 


lumt 


I, which Is obsdele.} 




NQV 1 2C08 



























JUSTIFICATION OF ANIMALS IN COLUMN “E" 

Emergent BioDefense Operations Lansing USDA year October 1 , 2007 to September 30 

2008 

Registration # 34-R-0027 

6325 guinea pigs were used in studies reported in Column E during this USDA reporting 

period. 

1 . Explanation of procedures involving pain or distress. 

A. Study 1 utilized 68 guinea pigs in column E in a protocol to assess the 
potency of an Investigational New Drug. 

B. Study 2 utilized 5145 guinea pigs in column E as part of a study requiring 
certain designated endpoints in order to adequately assess the performance 
of a test article. The study is conducted as part of a release protocol for an 
FDA licensed product. 

C. Study 3 utilized 181 guinea pigs in column E in a study designed to assess 
the proficiency of Individuals in performing the test in Study #2, allowing them 
to conduct testing on release lots of a product intended for human use. 

D. Study 4 utilized 60 guinea pigs in column E in a study to assess the efficacy 
of a therapeutic product to counter the lethal effects of an infectious agent. 

E. Study 5 utilized 211 guinea pigs in a study to assess an alternate delivery 
system of the product release tested in Study #2. 

F. Study 6 utilized 94 guinea pigs in column E in a study to assess the impact of 
producing the product in Study #2 in a different area. 

G. Study 7 utilized 4 guinea pigs in a study to assess the immunogenicity of a 
biologic product. 

H. Study 8 utilized 240 guinea pigs in a study designed to assess the ability of 
an alternate test system to detect out of range potency of lots of product. 

I. Study 9 utilized 322 guinea pigs in a study required to qualify a bank of 
challenge organism required to test an FDA licensed product. 


2. Scientific justification why pain and/or distress could not be relieved. State 

methods or means used to determine that pain and/or distress would interfere 
with results. 

A. Guinea pigs reported in column E in study 1 could not receive 
treatment for pain or distress, as morbidity/mortality are recorded, and 
figure into the final analysis of the test. Appropriate treatments would 
alter the accuracy of observations made on the test animals. 

However, animals observed to be moribund or symptomatic are 
removed from the test to reduce pain and distress. 

B. Guinea pigs reported in column E in studies 2,3,4.5,6.and 8 could not 
receive treatment for pain or distress without altering the results of a 
test specifically designed to assess the potency of a product for 
human use. Appropriate treatment would consist of medications that 
would alter the natural disease process of the challenge organism, 
therefore nullifying the purpose of the test. Anything altering the 
designated endpoints of the test would directly alter the calculations 
performed to analyze test date, the results of which must fall within 



pre-determined limits. Literature searches for alternative were 
performed and presented to the lACUC as part of protocol review. 
The use of animals in Study 8 is further justified as they were used as 
part of developmental work to craft a potential alternate test method 
that would not utilize any animals in column E in the future. 

C. Guinea pigs reported in column E in study 7 were used in a study to 
determine the immunogenicity of a product Intended fur future use in 
humans. The testing involved challenge with a virulent organism. 
Treatment of the animals would involve the use of drugs or 
medications all of which alter the natural course of the disease 
process, therefore altering test results. 

D. Guinea pigs reported in column E in Study 9 could not be given pain 
relieving medication or other treatment, as the natural course of 
infection of the challenge is required to qualify it for challenge studies 
required in release testing of an FDA licensed product. 



